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CONSUMER H 

July 5,2002 

Dockets Management Branch 
5630 Fishers Lane 

Rockville, MR, 20852 
Room 1061- HFA-305, 

€G: Over-the-counter Drugs: Labeling Requirements; 
Partial. Delay of Compliance [Dockets No. 98N-0337,gm- 
0420,95N-0259, and 9OP-02011 

To Whom It May Concern: 

These comments are submitted by the Consumer Healthcare Products Association 
(CHPA) in response to FDA’s April 5,2002, Federal Register p aT3ia.I 

delay in compliance for certain products which are subject to FDA’s final rule that established 
standardized format and quirements for of all OTC drug products (Drug 
Facts Rule}. These pxoducts are designated in. th ay of compliwce as “convenience- 
size” over-the-counter (OK) drug products. 

CHPA i s  the I2 1 -year-old trade organization representing the manufacturers and 
distributors of nonprescription, or OTC, rnedici 
principal. industry voice dwing the evolution of 
provisions ofthe rule 
discussed with the agency the matter of convenience sizes, as noted in the publish4 partial delay 
in compliance. 

supplements. CHPA has been a 
Rule, and many of the final 

to those proposed by CHPA. Ow association has also 

CHPA supports FDA’s conclusion that “some accommodation for convenience size 
packages i s  appropriate,” and concurs with the agency’s GO 

delay of compliance, thereby creating an oppwtanity for all interested parties to comment on the 
“viability, desirability, and impact’’ of a proposed rule for conveni 
Furthermore, as part of this process, CHIPA wgas FDA to consi 
related to this matter, both in the context of the partial delay of 
questions the agency plans to pose for public comment in the 

tion to establ ial 
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CHPA SUDDO& FDA’s Course o f  Action to Seek Public Comment. 

On May 13,2002, FDA received comments fro representing Mechanical 
Servants, Inc. (MSX) opposing a Citizen Petition s g Store Products, Inc. 
(LDSP) on May 27,2001. LDSP’s comments publication of a partial. 
delay of compliance. The issues raised by MSI g due consideration and 
public comment. Hence, CHPA urges that FDA stay the course it has undertaken and proceed 
with the development of a public review and comment rufemakhg to resolve the vaXious 
important issues surrounding establishment of a safe harbor for OT 

FDA Should Cast a Wide Net in SeekinP Comments on a PtoDosed Rule on Conve~ence 
Sizes. - 

The matter of establishing a clear defrnirional 1 ce sizes is a 
complicated undertaking, and the potential ramificatio sh arefully 
thought out. Therefore, FDA should cast 3 wide net in seeking comments to i t s  proposed rule. 
For example: 

Further consideration of the “1 to 2 dose”’ criterion set forth in the par%d delay of 
compliance needs to be 
delay of compliance in 
inconsistent, and does not €a.irly trest all OTC products. 

en, and indeed might even be undertaken as part of the 
of the following rationale. The “1 to 2 dose” d e  is 

For example under the rule for a solid oral dosage form, a roll of antacids might not be 
considered a convenience size, yet its use by consumers i s  typicaIIy prn, “on-the-go.” 
Convenience and portability are key to this product category. An antacid roll typicaIly 
contains a day’s dosage (e.g., 3 or 4 tablets per maximum dose, not more than 3 doses per 
24 hours). Where the inconsistency in the “1-2 dose” rule comes into play is in the 
consideration of the antacid example in relation to an oral 12 
form, where two doses represent a day’ 
consistency and €ai 
exemptions to its inte 
issue. Other examples mi 
rule should be considered, 
comment period to the proposed rule. ]For instance, consideration should also be given to 

. 

8. 

FDA’s partial delay of compliance for “convenience size” OTC products extends to a11 QTC drug products that: 

meet the requirements set for in 

I 

(I) contain no more than two dose of an OTC drug; and (2) because ofthek limited available labeling space, would 
require more than 60 percent ofthie ce area available 
20 1, .66(d)( 1) to (d)(9) and therefore qualify for labeling modifl 
defined “dose” for this purpose as the maximum single serving [i.e., dose] for an adult (or a cMd for products 

set forth in 201.66(WO)- FDA 

marketed only €or children) as specified in the product’s directions for use. 
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products with no dosage limitations (e.g., sunscreens, antiperspirants, etc.), 

c Manufacturers of products which meet the convenience size dekition may still elect to 
follow some ofthe provisions of the D 
consistency in the presentation of info 
FDA should seek comments as to ho 
utilizing a decreased type size, allowing wrapping of bulIeted statements (i-e., a 
paragraph format) and removing hairlines and bar lines b 
provided the content of the 
This could be accompIished by FDA making a definitve statemmt to this effect and 
waiving compliance action. 

ling confoms with the appropriate find. m o  

0 There may be clear opportunities for truncatio 
some label elements 
subsequent safe and 
line, as proposed by 
type of infomatio 
information,” toll entially other information 
should be considered as su 
on appropriate self-selection. 

particular OTC product. Drawing an inflexible 
truncation and abbreviation based on the 

simply unreasonable. “Other 

since they would have little bearing 

These are a few ofthe various is that FDA should consider in implementing the 
partial. delay of  compliance and prep 
believes that FDA has taken the right COUYS~ of action and should pceed  to a 
comment process. 

Sincerely yours, 

R. William Soller, PbD. 
Senior Vice President and 
Director of Science & Technology 



(3?/03/2002 17 : 06 CHPk + 13El N0.429 D001 

CUNS 

FAX TRANSMISSION 
h m  below. Ir may contarn rntomarron mal is arlvllepeC 

DATE: 

TO: 

(including this cover page) J NUMBER OF PAGES. 

MESS AGE: 

1 150 Connecticut Avenue. N.W., Washington. D.C. 20036-4193 Tel: 202-429-9260 Far: 202-223-6835 
Web Site: uhrw.chpa-inro.org 

http://uhrw.chpa-inro.org


07/03/2002 17 : 06 CHPR 4 13018276878 N0.429 D002 

To: 
Subject: Delay af Compliance, Convenience Sizes: Dockets 98N-0337; 96N- 

0420; 95N-0259; 9OP-0201 

The comments of the Con 
mail submission in respo 
compliance dates for certain products subject to the FDA's fuzal rule that established standardized format and 
content requirements for the 1 g of over-the-counter drug products. 

The relevant docket numbers for the d e  
Partial Delay of Compliance Dates" are: 

CHPA's comments are attached. 

Please provide a return e-mail 

A) are submitted by attachment to the e- 
ning to a partid delay ofthe 

gs, Labeling Requirements, 
020 1. 

' 

nd  you, 
R. William Soller, Ph.D. 
Senior Vice President and 

Consumer Heal 

Washington, DC 20036 
TEL 202-429-3535 
P.&X 202-223-6835 
wsoller@ch pa-info.org 
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